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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on August 
25, 2010 has been entered. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-11 and 29 are rejected under 35 U.S.C. 103(a) as being 



unpatentable over Rusk et al (5,681,280). 



Application/Control Number: 10/534,594 Page 3 

Art Unit: 3739 

Referring to claim 1 . Rusl< et al teaches a spreader structure (Figure 2) for 
insertion into a hollow organ (Col. 3, lines 20-32 and Col. 7, lines 16-24), said spreader 
structure comprising an elongated body (14) having a circumference and a longitudinal 
axis (Col. 6, lines 4-8; Figure 2); a first connecting section (16) located at one end of the 
elongated body (14) (Col. 6, lines 30-34; Figure 2); a second connecting section (24) 
located at a second end of the elongated body (14) opposite the first connecting section 
(16) (Col. 6, lines 9-13 and Col. 9, lines 46-52; Figure 2); a plurality of spreader rods 
(18/20) radiating from the first connecting section (16), extending substantially along the 
longitudinal axis of said elongated body to the second connecting section (24), and 
distributed over the circumference of the elongated body and wherein the spreader rods 
are positionable against a wall of the hollow organ by means of radial expansion (Col. 6, 
lines 22-33 and Col. 7, lines 12-25; Figure 2), wherein said spreader rods (18/20) 
contain a non-linear segment (72) having substantially alternating curved sections at its 
inner surface when in a collapsed state (Col. 8, line 65 through Col. 9, line 4; shown 
best in Figures 4 and 9); and at least one are of said spreader rods (18/20) along the 
longitudinal axis having reduced flexural stiffness in comparison to adjacent areas 
thereto (Col. 8 line 60 through Col. 9 line 7 and Col. 11 , lines 1 -1 2). 

Rusk et al teaches that each spreader rod contains a non-linear segment having 
substantially alternating curved section at its inner surface when in a collapsed state 
(clearly shown in Figure 4), however fails to expressly teach having a substantially 
alternating curved section at its outer surface when in a collapsed state. The instant 
application teaches that the spreader rods contain a non-linear segment having 
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substantially alternating curved sections in order to allow for the spreader rod to have 
reduced flexural stiffness (paragraphs 0045, 0046 of the printed publication) so that 
these sections can be deformed particularly easily and at the same time particularly 
strong during the deformation while the substantially straight and relatively sturdy 
sections 20 and 24 are barely deformed (paragraph 0053). The instant specification 
fails to teach any criticality or unexpected result from having the spreader rods contain a 
non-linear segment having substantially alternating curved sections at its outer surface. 
Furthermore, in paragraph 0017 of the instant application teaches that in order for the 
spreader rod to have reduced flexural stiffness the shape of the structure could be 
either a meander-shaped structure or can be flat or, as in the present case, it can 
preferably be the surface shell of a circular cylinder. This further demonstrates that 
there is a lack of disclosed criticality and unexpected result for having the non-linear 
segment having substantially alternating curved sections at its outer surface. Rusk 
teaches that the spreader rods contain a non-linear segment having substantially 
alternating curved section at its inner surface in a collapsed state, and similarly teaches 
having this configuration in order to provide reduced flexural stiffness wherein the 
surrounding sections are substantially straight and relatively sturdy (Col. 8, line 65 
through Col. 9, line 4; shown in Figures 2-4 and 9). Due to a lack of disclosed criticality 
and unexpected result, it would have been obvious to one of ordinary skill in the art at 
the time of the invention to modify the spreader rods containing a non-linear segment 
having substantially alternating curved sections at its inner surface, as taught by Rusk 
et al, to also have a non-linear segment having substantially alternating curved sections 
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at its outer surface because this is a change in shape, which is a matter of choice (See 
MPEP 2144.04). Furthermore, due to a lack of disclosed criticality and unexpected 
result, it would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the spreader rods containing a non-linear segment having 
substantially alternating curved sections at its inner surface, as taught by Rusk et al, to 
also have a non-linear segment having substantially alternating curved sections at its 
outer surface because it would be obvious to try since there are a finite number of 
identified, predictable solutions with a reasonable expectation of success since the 
alternating curved sections can only be applied to a finite number of surfaces on the 
spreader rod. 

Referring to claim 2, Rusk et al teaches a spreader structure according to claim 

1 , wherein the at least one area (72) having reduced flexural stiffness has a reduced 
cross sectional area (Col. 8 line 60 through Col. 9 line 7 and Col. 11, lines 1-12; Figures 

2, 3, and 5). 

Referring to claim 3, Rusk et al teaches a spreader structure according to claim 
1 , wherein the at least one area (72) having reduced flexural stiffness has a non-linear 
rod section (seen best in Figure 5). 

Referring to claim 4, Rusk et al teaches a spreader structure according to claim 
1 , wherein the at least one area (72) having reduced flexural stiffness has a meander- 
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shaped rod section(Col. 8 line 60 through Col. 
best in Figure 5). 



Pages 

9 line 7 and Col. 11, lines 1 -1 2; seen 



Referring to claim 5, Rusk et al teaches a spreader structure according to claim 
1 , wherein the at least one area (72) having reduced flexural stiffness has a wave- 
shaped rod section (Col. 8 line 60 through Col. 9 line 7 and Col. 11, lines 1-12; seen 
best in Figure 5). 

Referring to claim 6, Rusk et al teaches a spreader structure according to claim 
1 , wherein the at least one area (72) having reduced flexural stiffness has a zigzag- 
shaped rod section (Col. 8 line 60 through Col. 9 line 7 and Col. 11, lines 1-12; seen 
best in Figure 5). 

Referring to claim 7, Rusk et al teaches a spreader structure according to claim 
1 , wherein the at least one area (72) having reduced flexural stiffness has a square 
cross section (Col. 8 line 60 through Col. 9 line 7 and Col. 11, lines 1-12; seen best in 
Figure 2). 

Referring to claim 8, Rusk et al teaches a spreader structure according to claim 
1 , wherein the first (16) and second (24) connecting sections are designed as central 
hubs of the spreader rods (18/20) in the area of the longitudinal axis (Col. 6, lines 5-47; 
seen best in Figure 1 ). 
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Referring to claim 9, Rusk et a! teaches a spreader structure according to claim 
1 , wherein the first connecting section (16) has an opening (82) through which a central 
rod (26 with sheaths 98, 96 and 92) can be slid through to the other connecting section 
(24) (Col. 9, line 38 through Col. 10, line 20) (Figures 2-5). Rusk et al teaches that the 
second connection section (24) includes a projecting mounting stem 86 having an axial 
bore 88 for receipt of the distal tip of the deployment mandrel, the mandrel being affixed 
therein by crimping, soldering, brazing or other means (Col. 9, lines 46-52). 

Referring to claim 10, Rusk et al teaches a spreader structure according to claim 
1 , wherein the first (16) and second (24) connecting sections are substantially cylindrical 
(Figures 2-5). 

Referring to claim 11, Rusk et al teaches a spreader structure according to claim 
1, wherein each of the spreader rods (18/20), starting from the first connecting section, 
has a first section that radially curves outward as well as a subsequent substantially 
straight second section (Col. 7, lines 36-50; Figures 2-3 and 5). 

Referring to claim 29, Rusk et al teaches a method of using a spreader structure 
(Figure 2) for insertion into a hollow organ (Col. 3, lines 20-32 and Col. 7, lines 16-24), 
the method comprising: providing an elongated body (14) having a plurality of spreader 
rods (18/20) extending evenly from around the elongated body (Col. 6, lines 4-8), 
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wherein the spreader rods (18/20) each have at least one area (72) of reduced flexural 
stiffness in comparison to adjacent areas (Col. 8 line 60 through Col. 9 line 7 and Col. 
11, lines 1-12; Figures 2, 3, and 5), further wherein said spreader rods (18/20) contain a 
non-linear segment (72) having substantially alternating curved sections at its inner 
surface when in a collapsed state (Col. 8, line 65 through Col. 9, line 4; shown best in 
Figures 4 and 9); positioning the elongated body (16) on a spreader device (distal end) 
(Figures 1 - 5); inserting the elongated body and spreader device into the hollow organ 
while the elongated body is at least partially compressed (Figure 1); and expanding the 
elongated body (Col. 7, lines 12-25; Figure 2). 

Rusk et al teaches that each spreader rod contains a non-linear segment having 
substantially alternating curved section at its inner surface when in a collapsed state 
(clearly shown in Figure 4), however fails to expressly teach having a substantially 
alternating curved section at its outer surface when in a collapsed state. The instant 
application teaches that the spreader rods contain a non-linear segment having 
substantially alternating curved sections in order to allow for the spreader rod to have 
reduced flexural stiffness (paragraphs 0045, 0046 of the printed publication) so that 
these sections can be deformed particularly easily and at the same time particularly 
strong during the deformation while the substantially straight and relatively sturdy 
sections 20 and 24 are barely deformed (paragraph 0053). The instant specification 
fails to teach any criticality or unexpected result from having the spreader rods contain a 
non-linear segment having substantially alternating curved sections at its outer surface. 
Furthermore, in paragraph 0017 of the instant application teaches that in order for the 
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spreader rod to have reduced flexural stiffness the shape of the structure could be 
either a meander-shaped structure or can be flat or, as in the present case, it can 
preferably be the surface shell of a circular cylinder. This further demonstrates that 
there is a lack of disclosed criticality and unexpected result for having the non-linear 
segment having substantially alternating curved sections at its outer surface. Rusk 
teaches that the spreader rods contain a non-linear segment having substantially 
alternating curved section at its inner surface in a collapsed state, and similarly teaches 
having this configuration in order to provide reduced flexural stiffness wherein the 
surrounding sections are substantially straight and relatively sturdy (Col. 8, line 65 
through Col. 9, line 4; shown in Figures 2-4 and 9). Due to a lack of disclosed criticality 
and unexpected result, it would have been obvious to one of ordinary skill in the art at 
the time of the invention to modify the spreader rods containing a non-linear segment 
having substantially alternating curved sections at its inner surface, as taught by Rusk 
et al, to also have a non-linear segment having substantially alternating curved sections 
at its outer surface because this is a change in shape, which is a matter of choice (See 
MPEP 2144.04). Furthermore, due to a lack of disclosed criticality and unexpected 
result, it would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the spreader rods containing a non-linear segment having 
substantially alternating curved sections at its inner surface, as taught by Rusk et al, to 
also have a non-linear segment having substantially alternating curved sections at its 
outer surface because it would be obvious to try since there are a finite number of 
identified, predictable solutions with a reasonable expectation of success since the 
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alternating curved sections can only be applied to a finite number of surfaces on the 
spreader rod. 

Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rusk et a! (5,681,280). 

Referring to claim 12, Rusk et al teaches having a plurality of spreader rods 
(18/20) however fails to expressly teach having six spreader rods. In absence of any 
disclosed criticality or unexpected result, it would have been obvious to one of ordinary 
skill in the art at the time that the invention was made to have the plurality of spreader 
rods, as taught by Rusk et al, to be six because this is a duplication of parts that would 
be have been obvious to one of ordinary skill in the art (See MPEP 2144.04). 

Claim 30 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rusk et al (5,681,280) in view of Tu et al (6,319,251). 

Referring to claim 30, Rusk et al fails to expressly teach placing the elongated 
body (14) within a sheath. Tu et al teaches an analogous method of using a spreader 
structure for insertion into a hollow organ (Col. 9, line 64 through Col. 10, line 4). Tu et 
al teaches providing an elongated body (21) having a plurality of spreader rods (41, 4J, 
4K, 4L) extending evenly from around the elongated body (21) (Col. 7, lines 35-60; 
Figure 4), placing the elongated body (21) inside a sheath (1 1) while being at least 
partially compressed (Col. 6, lines 64-67); inserting the sheath (11) into the hollow 
organ; ejecting the elongated body (21) from the sheath (100); and expanding the 
elongated body (Col. 9 line 64 through Col. 10, line 4; Figures 3 and 4). It would have 
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been obvious to one of ordinary skill in the art at the time of the invention to modify the 
elongated body having a plurality of spreader rods, as taught by Rusk et al, to be placed 
inside a sheath while being at least partially compressed, inserting the sheath into the 
hollow organ, ejecting the elongated body from the sheath and expanding the elongated 
body, as taught by Tu et al, in order to allow for ease of deployment using a push-pull 
controller (Col. 9, lines 12-15) and for ease of inserting the medical device through an 
artery or a vein (Col. 9, lines 65-66). 

Response to Arguments 

Applicant's arguments with respect to the pending claims have been considered 
but are moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SAMANTHA GOOD whose telephone number is 
(571)270-7480. The examiner can normally be reached on Monday - Friday 8:00am- 
5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on 571-272-4764. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/SAMANTHA GOOD/ /Michael Peffley/ 

Examiner, Art Unit 3739 Primary Examiner, Art Unit 3739 



